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Bepmrvre.q 8 mg ra6rerrcu

Beprunreq 16 mg rabrerrur

Beprnrue4 24 mg ra6;rerrur

Vertimed 8 mg tablets

Vertimed 16 mg tablets

Vertimed 24 mg tablets
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6eraxr.rcruHoB Ar.rxr{Apoxrropr{A (betahistine dihydrochloride)

Ilpoverete BHr.rMareJrHo rlflJrara JrrrcroBKa rrpeArr Aa 3anorrHere Aa nprreMare roBa

JreKapcTBo.

- 3anasere ra3r{ JrlrcroBKa. Moxe Aa r{Mare HpKAa Aa s [poqerere orHoBo.

- Axo r.rMare HrKaKBr.r AonbJrHr{TeJrHLr Bbrrpocu, uonnrafire Baurns neKap r4rryl

Qapuaqenr.

- Toea neKapcrBo e npeAnlrcaHo JrrrrHo na Bac. He ro npeorcrsnsafire Ha Apyru xopa.

To naoxe Aarnvr HaBpeAlr He3aBHcHMo or roBa, qe rexHlrre cr{MrrroMl,I ca cbtl1vre KaKTo

Barrrr'rre.

- Axo HgKor or HexeJraHnre JreKapcrBeHr,r peaKrII,IIl craHe ceplro3Ha u:l.u sa6enelrlrre

Apyru, HeonlrcaHu B Titsr,I Jrr{croBKa He}r(eJraur{ peaKrll,r}r, Mont yBeAoMere Bamus neKap

unn Qapuaqenr.
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KAKBO NPEACTABJUIBA BEPTI,IMEA I4

IIPEAI4 AA IIPI4EMETE BEPTI4MEA

KAK AA IIPIIEMATE BEPTI4MEA

B b3MOXHI4 HEXEJIAHI4 PEAKUI4I{

CbXPAHEHI4E HA BEPTI4MEA

AOnbIHI,ITEJIHA I{HOOPMAUI/Ifl,

3A KAKBO CE ISNOJI3BA



I. KAKBO IPEACTABJTflBA BEPTI,IMET,II3A KAKBO CE II3IIOJI3BA

Eeraxrcrr'IH, aKTI'IBHoro BeIIIecrBo BbB BEPTI4ME,{, npurnva Ha xr.rcraMun - cy6craHrlr,r.fl,
Kotro o6nxnoseHo IrpllctcrBa B qoBellrKoro rsro. BeraxrrcrlrH Aeficrsa Karo peAyrllrpa
CI'IIHIUII{Te' I'I3IIparrIaHI'I AO IIeHTbpa Ha paBHOBeCkIe B MO3bKa, KOHTO rrpr{rrl,IHrBaT

cBeToBspTeX.

BEPTI4ME,{ ce rsnoJrBa 3a JleqeHue Ha Cun4poMa Ha Meuzep (Menidre's syndrome),

III'II{To OI'IMTITOMI,I o6raruoneno BKJIIoqBaT cBeroBbprex (vecro cBbp3aH c faAeue nl ttnn

tloBprrrlane), IrryM B ymr,rre (runuryc) usary6aHa cnyxa.

2. TIPEAIT AA IIPI,IEMETE BEPTI,IMEN

He npnenraftre Beprnueq:

- Aro cre ilIepru.run (cnprx.ryBcrBr4Tennu) xru 6eraxncrr.rH AprxrrApoxJroplrA lrJrr.r KbM

HrKoe or noMorrlHare BerrlecrBa Ha Bepruue1, u:6poeHu n roqra 6.
- Axo crpaAare or ryr\dop uauag6r6peqHara x(Jre3a ((peoxponroqurou)

O6rpnere cneqrraJrHo BHrrMaHrre nplr flerreHlrero c Beprr.rue4:

- Axo crpa,uare or r3Ba Ha croMuxa r{Jrr4 qepBara

- Aro crpaAare or xpoHutlno sa6onrBaHe Ha pecrurparopH[s rpaKT (6ponxraa-una

acrua)

- Axo crpaAare or yprl,IKapr{r, KoxHr.r o6punu unu ilrepn{rrHr.r pr,rH}rrr.r - Te3r{

cfiMrrroMlr Morar Aa ce 3ag6Jr6o.rar aKo rrpr,reMare 6eraxucrnn

Axo crpa4are or HHcKo KpbBHo HilJrrfaHe

Aro nprerr,lare Apyrn neKapcrBeHr4 [poAyKTu 3a JreqeHue Ha urcpruu vtlrvr HacruHK]r -

T. Hap. aHTnxrrcrutMnnz (ex. cbrrlo roqKa flpnerra Ha Apyrn nerapcrna)

[pnervr Ha Apyr[ JrenapcrBa



Monr un(foprvrnpafire Baulrr neKap n.nrE (faprr,rarleBT aKo rrpl{eMate vilv HacKopo cre

npr.reMaJrlr Apyru JreKapcrBa, BKJrroqr.rreJrHo Lr raKr{Ba, ornycKaHu 6es peqeura.

Aro npNeruare BEPTI,IMEA eAHoBpeMeHHo c olpeAeneHlr JreKapcrBa 3a Jreqeurre Ha anepruu

ulrulaacrtrrma (anrraxucralrunn) e$errur rr or ABere neKapcrBa Mox(e Aa 6tAe narrtaren. Aro

B MoMerrra rrplreMare anTuxrrcraMrrH, Ao3ara Ha ro3r,r neKapcrBeH rrpoAyKT rpt6na la 6rle

HaMaJIrBaHa uocreneHHo, 3a roBeqe or 6 Anra npeAr{ Aa 3anoqHere flp]reMa sa BEPTITIMEA.

flpuervr na BeprnnreA c xpaHrr n HarrilTKtr

Tosn nerapcrBen rrpoAyKT noHrKofa Moxe [anpvqvnr,r croMarrrHu parcrpoficrBa, BX. Toqxa

4 ,,Brsuo)I(Hr{ HexenaHr,r peaKr\krvr". Bepoxrnocrra roBa Aa ce cnyqu Mo)Ke la 6rle

HaMaJreHa aKo rrplreMare BEPTI,IMEA no BpeMe laavrrv MaJrKo cneA xpaHeHe.

Epervrennocr rr KbpMeHe

Aro cre 6perraenna rlnn KbpMr,rre, rpr6na Aa nplreMare BEPTI{ME,{ carvro axo Baruusr neKap

ilpelleHrr, .re e a6coJllorno neo6xo4urrao. HsMa AocrarttrHo AaHHlr 3a yrrorpe6ata npu

6peuennocr r{ KbpMeHe or rrpofrBaHu.f,Ta, rrpoBeAeHr.r npu )KrrBorHr.r I,r xopa. Tpr6na 4a

o6ctArare roBa c Baruns neKap aKo cre 6peuenna, Bb3MoxHo e Aa cre 6perr,renna I,IJIr.r aKo

KbpMr.rTe.

flocrsersafiTe ce c Baruras neKap unn (paprurarleBT npeAlr ynorpe6ara Ha Koero lr Aa e

neKapcTBo

IIIoQnpaHe n pa6ora c MamrrHrr

HsNra Aalnr'v Auurr{ To3r.r [poAyKT oKa3Ba BJrr,rrHr,re Bbpxy cnoco6nocrra 3a ruoQupane rE

pa6ora c Marrrr{Hri.

Baxna nnQopuaqrrfl oruocHo Hrrron or cbcraBKrrre Ha Beprnrvreg

Toru npogyrT cb.qbpxa JraKTo3a. Aro Barullrr neKap Bll e rasnan, qe rIMare HenoHocrlMocr

KbM Hrror{ zaxapn, flpeAr,r np]reMa Ha ro3rr neKapcrBeH npoAyKT ce KoHcynrupatrrre c B45gna .

JreKap.

3. KAK AA IIPI,IEMATE BEPTTIMEA



Bunarn npNerrlafire BEPTI4ME,{ ro.*ro, KaKro BI,r e rasan Barulrsr neKap. Aro ne cre

clrrypHrl B HeIUo, nouurafire BaIIII,Is neKap uuu Qaprraaqenr.

O66rafiHara Ao3a e 24 mg- 48 mg 6eraxucruH AHeBHo, pa3Aenen sa2 utru 3 panuu Ao3lI.

BEPTIIME.{ 8mg: eAHa }rn}I,qne ra6lerKl,I, rpI'I rbrl'I AHeBHo

BEPTIIME,{ 16mg: Y, ulu eAna ra6lerKa, Tpr,r rrbr}I AHeBHo I{JILI ta6nerrca u noJIoBI,IHa ABa

TIbTI,I .IIHEBHO.

BEPTI4ME[24m5: t/z Io ep.na ta6nerra, ABa nGrH AHeBHo.

Ta6lerrr.rre rpr6na Aa 6r4ar npr{eMan}r qen}r c AocrarbqHo reqHocr rlo BpeMe Ha I'InrI cJIeA

xpaHeHe.

Banrilsr JreKap rqe Bu o6scHu KonKo Abnro rpn6na ga [prleMare roBa neKapcrBo.

O6rarnoseHo rrpoAbnx(HTeJlHocrra Ha neqeHlre e HqKonKo Meceqa.

.{eqa: BEPTI4ME,{ ne tpr6ea Ia ce npunara rrpu AeUa il IoHoItrr no,U 18-rolrlruHa Bt3pacr.

Hslaa uH{oplvraqufl.ultut oII,IT or noAo6no [pflnoxeHl'Ie.

Arco cre npr{eJrrr rloBeqe or neo6xoArrMara Aosa Bepr[ilIeA

Aro npuerraere noBeqe ra6lerru or neo6xoArrMoro Morar Aa ce rro{Btr cJIeAH}ITe cr{MtIToMI{,

cBr,p3aulr c [peAo3npaHe: rnaso6orfie, 3aqepBrBaue Ha JIuIIero, H]IcKo KpbBHo H€uulraHe,

frecTeH cbpAerreu pr,IT6M, 3aTpyAHeHo Ar,ruraHe, rrprtulrHeHo oT cBI,IBarIe na 6elxre Apo6oae

(6pouxuanna acrrua) il rroAyBaHe Ha rroBbpxHocrra Ha ropullTe AuxareJrHll nbrulqa 3apa.I.u

3a,{pbxKa Ha rerlHocrlr (Otox na Knunre).

Axo uonyu,rre HrKorr or re3rd cuMnroMrr nesa6aBHo ce KoHcynrllpafire c JIeKap. Jleraprr r{e

Bu 11punoxr,r Heo6xoAr,rMoro fieqeHne. Bunarz Hocere orlaKoBKara or neKapcrBoro c Bac, 3a

Aa Moxe neKapsr 4a pas6epe KaKBo cre npuenll.

Arco cre [po[ycnaJrrl Aa npneMere Beprurvreg 
t1--?=*^-

Axo cre npolycHanlr Aa rrplreMere Ao3a, [p]reMere cneABalrlara Ao3a n o6fi'{aftHoT9/.'EPPMg,.' :t

HeupuerrlafiteAsofiHaAo3a,saAaKoMneHcllparenponycHararaAo3a. i, ',,,, 't ' , ', ',;,
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Arco cre c[peJrn rrprreMa Ha Beprnue4



He cnupafire rrpueMa na BEPTI4MEA ocBeH aro Baunur JreKap ne Bu Kaxe.

Aro r,ruare HIKaKBI,I AonbnHurenHlr Bbrrpocu, cBbp3aHr,r c yflorpelara Ha ro3r{ rrpoAyKT,

MoJIr rorrurarire Baurns neKap lrru (papuaqenr.

4. Bb3MO}I{HI,IHEX(EJIAHI,IPEAKUIIN

Karro BcI{tIKLt neKapcrBa BEPTI4MET{ rr,roxe Aa npeAr,r3Br,rKa HexeJraHr{ peaKrlr.rr4, BbrpeKr.r qe

He BCeKr4 fr,r noJrrraBa.

CneAru.rre HexeJraHI,I peaKrII,Iu ce xnacn(purJvrpar Karo peAKpr (sacarar 1 ao l0 uaqlreHTa Ha

r0 000):
r Crpqe6[eHe, crrfaHe B rbpAure

r rlyncrno Ha HarlrcK B rnaBara

r BroruasaHe Ha 6ponxuamra acrMa

r fa4ene, KI,IceJILIHII B croMaxa, croMarrrHo Hepa3[oJloxeHl{e u 6onrr, r€BoBe

r Ycerqane 3a ronnlrHa

CleAnnre HexeJlaHlr peaKrlr.rn ca MHofo pe.qxr.r (sacarar [o-MnJrKo or 1 narlneHT Ha 10 000):

. BpeueneHKoxeHo6pnnucrp6ex

CneAur,ne Hex(eJraHrr peaKrlr{r4 ca c Helr3Becrua qecrorara (uecrorara He Mo)Ke la 6nle

ycraHoBeHa or HaJrr{trHnre 4aunn):

r firano6oJll,Ie. noHrKora rI cbgJrr,rBocr

Mor.f, yBeAoMere Baruus JreKap aKo rroJrfr]rre HrKor or us6poenr{Te HexeJranr.r peaKrIELr.

Ctouaunrure He)r(eJraHr.r peaKrlr{}r Morar Aa 6rqat ug6ernarr,r aKo rrplreMare neKapcrBeHr,r.tr

npoAyKT rro BpeMe lJaurwr cneA xpaHeHe,vrrvr qpe3 noHlDKaBaHe Ha Ao3aTa.

Aro nsros or HexeJraHlrre neKapcrBeuu peaKrrun craHe ceplro3Ha uttu sa6erexr{Te Apyr[,

Heouucanll B Ta3r{ Jr}rcroBKa HexeJraHr{ peaKrl[]r, MoJur yBeAoMere Baurus ,nttUp- fU;
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,{a ce cbxpaHsBa Ha Mrcro, HeAocrrnHo 3a Aerla.

He rsnorgsafire BEPTHMEA cneA cpoKa r{a roAHocr, rofiro e or6erssaH Bbpxy

Kapronerrara Kyrrrr r4 Bbpxy BceKu 6nracrep. Cporur Ha roAHocr orroBapt Ha nocJIeAHlIt AeH

oT nocotleHl,It Meceu.

Tosu nerapcrBeH npoAyKT He r.r3HcKBa clerluaJrHr,r ycroBus Ha cbxpaHeHr,re.

Jlerapcrnara ne rpx6na ra ce Lr3xBbpnrr B KaHilrlr3arltrrrra rtilvt n ronrefinepa 3a AoMarrrHlr

ornaAblln. flouurafire Barrrus Qapuaqenr KaK Aa yHlrrqoxr.ITe HeHyxHLIre Bn neKapcrBa.

TesIa uepru xle cnoMorHar 3a orra3BaHe Ha oKoJrHara cpeAa.

6. AOIIbJTHT.TTEJIHA IIHOOPM AUId.fl

Karno cbAbprna Beprnue,q

Arrr.rsHara cbcraBKa e 6eraxncrr.rHoB Ar.rxrApoxrropr{A (betahistine dihydrochloride).

Beprrrvrea 8 mg: BcrKa ra6lerra csAbpxa 8 mg 6eraxr{crr.ruoB A}rxrlApoxJropua (betahistine

dihydrochloride).

Beptnnaea 16 mg: BcsKa ra6nerxa csAbpxa 16 mg 6eraxncrunon Auxr{ApoxJIop}IA

(betahistine dihydrochloride).

Beprulaea 24 mg: BcrKa ra6nerxa cbAbpxa 24 mg 6eraxucrznon Ar,rxr{ApoxJlop}I,{

(betahistine dihydrochloride).

[pyrure cbcraBKrr ca: naKTo3a MoHoxrrApar, rlapeBuqHo HLIIuecre, M]IKpoKpLIcraJIHa

rlenyJro3a (E 460), rrr,rMoHeHa Kr{cerrr.rHa, 6essoAHa (E 330), nosr.rAon K25 (E l20l),

KpocnoBfiAoH THn A (E 1202)14 xrlAporeHupaHo pacrr.rrenHo MacJIo.

Karc urrrexAa Beprunre,q rr KaKBo cbAbpxca orraKoBKara
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Beprurraea 8 mg: 6rotao KpbrJra, rrJrocKa, cKoceHa ra6rerra, c AeJrI,ITeJrHa uept'b or eAlr.ata . .,'.'.
crpaHa, c AI4aMerbp 6.6 mm l' ', ' l 

', l '\ '." ', '1,,t,

,{enurennara qepra e EpeAHruHaqeHa eAuHcrBeHo 3a pa3AeJrrHe Ha ta6rerrata q qen IIo-' '-. 
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JIeCHOTO fi uperntqA6e, A He C IIeJI pa3AeJItHe Ha ABe paBHII IIoJIoBI'IHI{.

Bepruuea 16 mg 6rota, KpbfJra, rrJrocKa, cKoceHa ra6rerKa, c AeJIIITeJIHa qepra or eAHara

crparra, c ArlaMerbp 9.0 mm

Ta6netrara Moxe ra 6bAe pa3AeJIeHa Ha ABe paBHkI IToJIoBI'IHI{.

Beprnr"rea 24 mg:6t1a, Kpbgra, rrJrocKa, cKoceHa ta6retxa, c AenI4TenHa qepra or eAHara

crparra, c ArraMerbp 10.0 mm

Ta6nerxara Moxe la 6rAe pa3AeJIeHa Ha ABe paBHI'I rIoJIoBTIHI'I.

Bnucrepnn oIraKoBKlI PVC / PE / PVDC - atryuuunfi.

HarruHr.r ca orraKoBKu c 20,24,30,48, 50, 60, 90, 96, ra 100 ta6nemn.

He scltqKr.r BLI,qoBe oIraKoBKI,I Morar la 6l..qat [ycHarI'I a npo.qax6a.

flpnrexareJr Ha pa3pemenrrero 3a ynorpe6a n [porr3BoArrreJr

Ilpumecrcamer Hq paspeweHuemo sa ynompe6a:

Medochemie Ltd..

1 -1 0 Constantinoupoleos str.,

P.O. Box 51409, CY-3505, Limassol, Knntp

Ifpouseodumenu:

Medochemie Ltd. (Facility AZ)

2 Michael Erakleous street, Agios Athanassios Industrial Area,

4101 Agios Athanassios, Limassol,

Kunrp

Farmaceutisch Analyti sch Laboratorium Duiven B. V

Dijkgraaf 30, 6921 RL Duiven,

Xonanuus



Tosn JreKapcrBeu npoAyKT e pa3pemeH 3a yrrorpe6a n EIIO noA cJreAgrrre rrMeHa:
Ecronr.rs: Vertimed 8 -g; 16 mg &24 mg

Burrapnx: Vertimed 8 -g; 16 mg &24 mg

Knnrp: Vertimed 8 -g; 16 mg &24 mg

Jlursa: Vertimed 8 -g; 16 mg &24 mg

Jlareus; Vertimed 8 -g; 16 mg &24mg

PynrHua: Vertimed 8 -g; 16 mg &24 mg

.{ara Ha rrocJreAno o4o6peHrre Ha JrrrcroBKara:

IOru 2011 roanna
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